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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election with traverse of group V, claims 19-21 and 23, drawn to a GLP-1 
derivative that consists of the amino acid sequence shown in SEQ ID NO: 6 in the reply filed on 
February 29, 2008 and June 30, 2008 is acknowledged. The traversal is on the ground(s) that 
groups III-V form a single general inventive concept, and thus should be examined together. 
Applicant's state the common special technical feature is that the groups describe GLP-1 
derivatves that are trypsin-resistant. Applicant's further state that groups III-V should be an 
election of species. Applicants additionally traverse the restriction requirement on the grounds 
that the search and examination of groups III-V is not unduly burdensome. This is not found 
persuasive because the search of SEQ ID NO: 6 will not result in the search and examination of 
different structural compositions with different SEQ ID NOs. Furthermore, the sequences are 
not obvious variants of each other. 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 1-18 and 22 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to nonelected inventions, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement in the reply filed on 
February 29, 2008 and June 30, 2008. 

3. Claims 19-21 and 23, drawn to GLP-1 derivatives, including SEQ ID NO: 6 are currently 
under examination. 
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Priority 

4. Acknowledgment is made of applicant's claim for foreign priority under 35 
U.S.C. 119(a)-(d). 

5. Should applicant desire to obtain the benefit of foreign priority under 35 U.S.C. 1 19(a)- 
(d) prior to declaration of an interference, a certified English translation of the foreign 
application must be submitted in reply to this action. 37 CFR 41.154(b) and 41.202(e). 

Failure to provide a certified translation may result in no benefit being accorded for the 
non-English application. 

6. The priority date is February 28, 2003. 

Information Disclosure Statement 

7. The information disclosure statements (IDSs) submitted on September 26, 2005 and June 
30, 2008 are being considered by the examiner. The NPL documents cited on the September 26, 
2005 IDS have not been considered, because the references have not been provided. The WO 
document was available and was considered. A file copy of WO 01/55213 will be placed in the 
instant application. 

Drawings 

8. The drawings are objected to because in Figure 5 there is no y-axis label. In Figure 9 the 
x-axis is not labeled at the bottom. Figure 13 does not have a concentration for the first bar in 
the figure. Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are required in reply 
to the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
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even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the examiner, the applicant will 
be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 



Specification 

9. The disclosure is objected to because of the following informalities: 

10. The disclosure has improper grammar throughout and is difficult to read. Suggest fixing 
the grammar to conform to English language. It appears to comprise translations of a foreign 
document. There are multiple sentences throughout the disclosure that are difficult to 
comprehend. In addition, what is a skim when describing the figures? 

Appropriate correction is required. 



Double Patenting 

1 1 . The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
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is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

12. Claims 19-21 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-12 of U.S. Patent No. 7,291,594 B2. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
claims are of overlapping scope. The structure of SEQ ID NO: 19 of the issued patent is 
encompassed by the structure being claimed in the instant application pending claims, wherein 
the modification can comprise one or more substitutions, insertions, and/or deletions. 



Claim Rejections - 35 USC § 112 

13. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

14. Claims 19-21, and 23 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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15. Claim 19 recites the limitation "the peptide" in the second to last line. There is 
insufficient antecedent basis for this limitation in the claim. It is unclear if the peptide is 
referring to a GLP-1 peptide or a GLP-1 derivative that has a peptide. Is it intended to be "the 
GLP-1 derivative"? 

16. Claim 19 recites the limitation "the physiological activity thereof in the last line of the 
claim. There is insufficient antecedent basis for this limitation in the claim. What physiological 
activity is being referred to? 

17. Claims 20, 21, and 23 are rejected for depending on a rejected base claim and failing to 
cure the indefiniteness. 



Claim Rejections - 35 USC § 112, First Paragraph, Written Description 

18. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

19. Claims 19-21 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The claims are rejected under 35 U.S.C. 1 12, first paragraph, Written Description, 
because the disclosure does not direct one of ordinary skill in the art to the genus of GLP-1 
derivatives with any modification of the peptide as currently encompassed by claim 19. The 
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claims are also rejected for failing to describe a genus of GLP-1 activities with the genus of 
modified peptides. Claims 20 and 21 are rejected for failing to further describe a modification. 

The Guidelines for Examination of Patent Applications under the 35 U.S.C. 1 12, 
Paragraph 1, "Written Description" Requirement, published at Federal Register, Vol. 66, No. 4, 
pp. 1099-1 1 1 1 outline the method of analysis of claims to determine whether adequate written 
description is present. The first step is to determine what the claim as a whole covers, i.e., 
discussion of the full scope of the claim. Second, the application should be fully reviewed to 
understand how applicant provides support for the claimed invention including each element 
and/or step, i.e., compare the scope of the claim with the scope of the description. Third, 
determine whether the applicant was in possession of the claimed invention as a whole at the 
time of filing. This should include the following considerations: (1) actual reduction to practice, 
(2) disclosure of drawings or structural chemical formulas, (3) sufficient relevant identifying 
characteristics such as complete structure, partial structure, physical and/or chemical properties 
and functional characteristics when coupled with a known or disclosed correlation between 
function and structure, (4) method of making the claimed invention, (5) level of skill and 
knowledge in the art and (6) predictability of the art. For each claim drawn to a single 
embodiment or species, each of these factors is to be considered with regard to that embodiment 
or species. For each claim drawn to a genus, each of these factors is to be considered to 
determine whether there is disclosure of a representative number of species that would lead one 
skilled in the art to conclude that applicant was in possession of the claimed invention. Where 
skill and knowledge in the art is high adequate written description would require fewer species to 



Application/Control Number: 10/550,624 Page 8 

Art Unit: 1656 

be disclosed than in an art where little is known; further, more species would need to be 
disclosed to provide adequate written description for a highly variable genus. 

First, what do the claims as a whole cover? Claims 19-21 are drawn to a GLP-1 
derivative having a GLP-1 activity (one of many possible), comprising a substitution of lysine 
with asparagine or aspartic acid at the 34th position and a substitution of lysine with glutamine at 
the 26th position in a GLP-1 peptide having an amino acid sequence of GLP-1 (7-36) or GLP-1 
(7-36) with a modification of the peptide which does not substantially alter the physiological 
activity thereof 

Second, how does the scope of the claims compare to the scope of the disclosure? 

The disclosure describes the production of (Ser 8 )-GLP-1 (7-36 amide), (Gly 8 )-GLP-1 (7- 
36 amide), (Gin 26 , Asn 34 )-GLP-l (7-36 amide), (Ser 8 , Gin 26 , Asp 34 )-GLP-1 (7-36 amide), and 
(Ser 8 , Gin 26 , Asn 34 )-GLP-1 (7-36 amide) having trypsin and dipeptidylpcptidase IV resistance. 
Although, the disclosure does not describe a representative genus of modified peptides with 
various physiological activities as currently encompassed by the claims. 

What is the level of predictability of the art? 

The level of predictability in this art is very low since, until the modification is examined, 
there is no information upon which to base a prediction of what molecule might be suitable as a 
GLP-1 derivative and what associated function is attributed to the modification. 

Thus, having analyzed the claims with regard to the Written Description guidelines, it is 
clear that the specification does not disclose a representative number of species which would lead 
one skilled in the art to conclude that applicant was in possession of the claimed invention of a 
genus of modifications. 
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Claim Rejections - 35 USC §102 

20. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 1 22(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(e) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 
35 U.S.C. 102(e)). 

21 . Claims 19-21 are rejected under 35 U.S.C. 102(e) as being anticipated by Dong (U.S. 
Patent 6,903,186 Bl) 

22. Dong discloses peptide analogs of GLP-1 and pharmaceutically acceptable salt thereof. 
The structure disclosed by Dong encompasses a GLP-1 (7-36) that has a C-terminal amide (see 
claim 1). The pending claims are drawn to modified GLP-1 derivatives, which encompass at 
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least one or more substitution, insertions, and/or deletions. Dong's peptide analogs encompass 
such a GLP-1 derivative. 



23. Claims 19-21 are rejected under 35 U.S.C. 102(e) as being anticipated by Dong (U.S. 
Patent 7,268,213 Bl) 

24. Dong discloses peptide analogs of GLP-1 (see Abstract). The structure disclosed by 
Dong encompasses a GLP-1 (7-36) that has a C-terminal amide (see claim 12). The pending 
claims are drawn to modified GLP-1 derivatives, which encompass at least one or more 
substitution, insertions, and/or deletions. Dong's peptide analogs encompass such a GLP-1 
derivative. 



25. Claims 19-21 are rejected under 35 U.S.C. 102(e) as being anticipated by Dong (U.S. 
Patent 7,368,427 Bl) 

26. Dong discloses peptide analogs of GLP-1 (see Abstract). The structure disclosed by 
Dong encompasses a GLP-1 (7-35) that has a C-terminal amide (see claim 1). The pending 
claims are drawn to modified GLP-1 derivatives, which encompass at least one or more 
substitution, insertions, and/or deletions. Dong's peptide analogs encompass such a GLP-1 
derivative. 



27. Claims 19-21 and 26 are rejected under 35 U.S.C. 102(e) as being anticipated by Hayashi 
et al. (JP 2002-299283; October 11, 2002). 



Application/Control Number: 10/550,624 Page 11 

Art Unit: 1656 

28. Hayashi et al. disclose a composition that has 100 % identity with the sequence disclosed 
as SEQ ID NO: 6 (see page 4, paragraphs 1 and 2). 

The applied reference has a common inventor and assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 
U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing 
under 37 CFR 1.132 that any invention disclosed but not claimed in the reference was derived 
from the inventor of this application and is thus not the invention "by another," or by an 
appropriate showing under 37 CFR 1.131. 

Conclusion 

29. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANAND U. DESAI, Ph.D. whose telephone number is (571)272- 
0947. The examiner can normally be reached on Monday - Friday 9:00 a.m. - 5:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Kathleen Kerr Bragdon can be reached on (5 1 7) 272-093 1 . The fax phone 
number for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



October 20, 2008 
/ANAND U DESAI, Ph.D./ 
Examiner, Art Unit 1656 



